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DETAILED ACTION 

Claim Rejections - 35 USC § 112 

1 . The following is a quotation of the second paragraph of 35 U.S. C. 112: 

The specification shall conclude with one or more claims particularly pointing out and distinctly claiming the 
subject matter which the applicant regards as his invention. 

2. Claims 1-9 and 1 1 are rejected under 35 U.S.C. 1 12, second paragraph, as being 
incomplete for omitting essential steps, such omission amounting to a gap between the steps. 
See MPEP § 2172.01. The omitted steps are: the means or basis by which DNA is detected. 

Claim Rejections - 35 USC § 102 

3. The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that form the 
basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign country or in public use or on 
sale in this country, more than one year prior to the date of application for patent in the United States. 

4. Claims 1-23 are rejected under 35 U.S.C. 102(b) as being anticipated by Alatossava et al. 
(5,849,488, issued Dec. 15, 1998). 

Alatossava et al. disclose a method of mastitis diagnosis by measuring the presence of 
specific DNA sequences in a milk sample (See column 3, lines 31-39). DNA is isolated from a 
milk sample from a female mammalian suspected to suffer from mastitis. The mammalian can be 
any species. Preferably it is a cow (See column 4, lines 16-19). The milk sample is contacted 
with a metal ion chelator, EDTA (See column 10, lines 4-9), and then contacted with a detergent, 
Tween-20 (See column 10, lines 1 1-14). A PCR reaction is carried out (See column 10, lines 16- 
20). The PCR products are analyzed by sequencing (See column 8, lines 17-26). The presence of 
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the target sequences can be determined by hybridization of a probe (See column 4, lines 43-60). 
The PCR products are also measured quantitatively with a fluorometric system (See column 7, 
lines 3-7). The milk sample is used with a pH 8 buffer (See column 10, lines 6-10). 

Alatossava et al. also disclose inflammation study from mastitis milk in which the level 
of somatic cells in milk is estimated (See column 10, lines 35-36). A milk sample is lysed by 
heating and no protease is added to the milk sample (See column 10, lines 37-40). The DNA in 
the lysate is amplified by PCR. The amount of DNA in the PCR products is quantified by a 
densitometer. For comparison, the same milk sample is analyzed by two conventional somatic 
cell counting (SCC) tests. The results from comparison study demonstrate that the DNA-based 
SCC determination is as informative as the conventional SCC tests (See column 10, lines 36-52 
and Table VI). The teachings of Alatossava as set forth above satisfy the limitations recited in 
claims 2-3. 

Alatossava et al. also disclose a test kit which includes the elements as needed (see 
column 3, lines 48-63). This anticipates the compositions and kits of claims 12-23. 

Thus, the teachings of Alatossava et al. anticipate the claimed methods, composition and 

kits. 

Summary 

5. No claims are allowed. 

6. Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Joyce Tung whose telephone number is (571) 272-0790. The 
examiner can normally be reached on Monday - Friday, 8:30-5:00. 
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If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Gary Benzion can be reached on 571 272-0782. The fax phone number for the 
organization where this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the Patent 
Application Information Retrieval (PAIR) system. Status information for published applications 
may be obtained from either Private PAIR or Public PAIR. Status information for unpublished 
applications is available through Private PAIR only. For more information about the PAIR 
system, see http://pair-direct.uspto.gov. Should you have questions on access to the Private PAIR 
system, contact the Electronic Business Center (EBC) at 866-217-9197 (toll-free). If you would 
like assistance from a USPTO Customer Service Representative or access to the automated 
information system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 

/Kenneth R Horlick/ 

Primary Examiner, Art Unit 1637 

Joyce Tung 
June 10, 2008 



